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Remarks 

Claims 1-24 are pending in the application, with claims 1-3, 19 and 22 being the 
independent claims. 

Applicants thank the Examiner for reconsidering and withdrawing the rejections 
in the Office Action dated April 1, 2009. Based on the following remarks, Apphcants 
respectfully request that the Examiner reconsider the new rejections in the present Office 
Action and that they be withdrawn. 

/. Rejections Under 35 U.S.C. § 103 

A. Claims 1-7, 11-16 and 19-24 over the WO reference, in view of Yewdall, 
the '715 patent, and the '655 patent. 

The rejection of claims 1-7, 11-16 and 19-24 under 35 U.S.C. § 103(a) as 
allegedly being unpatentable over International Publication No. WO 99/59647 ("the WO 
reference") in view of U.S. Patent Apphcation PubUcation No. 2006/0179793 
("Yewdall"), U.S. Patent No. 5,702,715 ("the 715 patent"), or U.S. Patent No. 6,893,655 
("the '655 patent") is respectfiiUy traversed. 

Applicants assert that claims 1-7, 11-16 and 19-24 would not have been obvious 
in view of the WO reference, Yewdall, the '715 patent, and the '655 patent because 
Yewdall, the '715 patent and the '655 patent do not cure the deficiencies of the WO 
reference acknowledged by the Examiner. Furthermore, the cited references do not 
provide a rationale, either alone or in combination, to modify their teachings to arrive at 
the present invention. 

In proceedings before the United States Patent and Trademark Office, the 
Examiner bears the burden of estabUshing a prima facie case of obviousness based upon 
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the prior art. See In re Piasecki, 745 F.2d 1468, 1471-73 (Fed. Cir. 1984). As set forth 

in Graham v. John Deere Co. of Kansas City, "[u]nder § 103, the scope and content of 

the prior art are to be determined; differences between the prior art and the claims at 

issue are to be ascertained; and the level of ordinary skill in the pertinent art resolved. 

Against this background the obviousness or nonobviousness of the subject matter is 

determined." 383 U.S. 1, 17 (1966). This has been the standard for 40 years, and 

remains the law today. See KSR, 550 US at 3. If, after these criteria are considered, and 

the evidence indicates that the claimed invention would have been obvious over the prior 

art, it may be said that a prima facie case of obviousness has been established. 

1. The WO reference 

The Examiner acknowledges that the WO reference does not teach a hemostatic 
dressing that has a thrombin layer that is not coextensive with the first fibrinogen layer 
and/or the second fibrinogen layer, as required by the claims. See Office Action at page 
6. Furthermore, the WO reference does not teach a method of preparing such a 
hemostatic dressing as required by claims 19-24. 

2. The '715 patent 

The 715 patent discloses a biological sealant comprising a fibrinogen 
composition and a thrombin composition. See, e.g.. Abstract and column 3, lines 10-15. 
The sealant is formed by dispensing a uniform volume of fibrinogen and thrombin onto a 
polymer support surface (see, e.g., column 5, lines 10-15), followed by layering of the 
resultant soHd thrombin film over the soUd fibrinogen film {see, e.g., column 8, lines 39- 
41). As such, the 715 patent does not teach or suggest a thrombin layer that is not 
coextensive with the a fibrinogen layer and/or a second fibrinogen layer, as required by 
the present claims, and the Examiner has not pointed to any specific disclosure for this 
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proposition. Furthermore, the 715 patent does not teach a method of preparing a 
hemostatic dressing with such layering, as required by claims 19-24. 

At page 6 of the Office Action, the Examiner alleges that the 715 patent 
describes that the bursting strength of the fibrinogen/thrombin sealant is significant, 
"indicating that the strength of the patch with both layers is not affected by the presence 
of a third fibrinogen layer or the layers being coextensive or non-coextensive." 
AppUcants respectfully disagree with the Examiner's inference. While the data in 
Column 9 of the 715 patent may indicate that sealant of the 715 patent ("RBS") has 
increased breaking strength (Table 8) and mean bursting pressure (Table 9) compared to 
traditional fibrin glue ("Fibrin Adhesive"), these data do not provide experimental results 
for any composition containing more than one fibrinogen layer (or a "third" fibrinogen 
layer, as indicated by the Examiner) or any composition containing layers that are not 
coextensive. Thus, the 715 patent does not support the Examiner's allegation that a 
skilled artisan would have expected the hemostatic dressing of the present claims to have 
good burst strength based on the disclosure of the '715 patent. See Office Action at page 
8. 

For at least the reasons above, Applicants submit that the '715 patent does not 
remedy the deficiencies of the WO reference and would not have lead one of ordinary 
skill in the art to arrive at the hemostatic dressing of the present claims. 



The '655 patent discloses a transdermal deUvery device comprising at least one 
active ingredient between an adhesive layer and a cap layer. See, e.g., Abstract. The 

Examiner acknowledges that the '655 patent does not teach a sandwich design with a 
thrombin layer being smaller than the fibrinogen layers. See, e.g., page 7 of the Office 



3. 



The '655 patent 
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Action. As such, the '655 patent does not teach or suggest a thrombin layer is not 

coextensive with the first fibrinogen layer and/or the second fibrinogen layer, as required 

by the present claims, and the Examiner has not pointed to any specific disclosure for 

this proposition. Furthermore, the '655 patent does not teach a method of preparing a 

hemostatic dressing with such layering, as required by claims 19-24. 

According to the Examiner, the '655 patent teaches an adhesive layer having an 

array of reservoirs that enable the restriction of movement of an encapsulated active 

ingredient between reservoirs. See, e.g., pages 6 and 7 of the Office Action. In view of 

this disclosure, the Examiner alleges that the '655 patent: 

suggests minimizing the amount of active agents to 
reservoirs such that the active is not of the same size of the 
adhesive layers so as to reduce the interaction between the 
active agents (in this case can be equated instant thrombin) 
in the dressing. 

Office Action at page 7. 

Applicants respectfully disagree with the Examiner's inference. Specifically, the 
Examiner is applying hindsight reasoning and does not provide any particular rationale 
as to why one of ordinary skill in the art would be motivated to modify the hemostatic 
bandage of the WO reference to arrive at the present invention, based on the general 
disclosure in the '655 patent of a means to minimize the interactions between active 
agents. In particular, there is no teaching or suggestion in the cited art that thrombin, 
fibrinogen or any related classes of agents have such interactions. 

For at least the reasons above. Applicants submit that the '655 patent does not 
remedy the deficiencies of the WO reference and would not have lead one of ordinary 
skill in the art to arrive at the hemostatic dressing of the present claims. 
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4. 



Yewdall 



The Examiner maintains that Yewdall discloses a bandage arrangement "wherein 
at least the top fibrinogen layer extends over the sides of the sandwich." Office Action at 
page 7. Applicants respectfully disagree and respectfully maintain that Yewdall does not 
teach that "the top fibrinogen layer extends over the sides of the sandwich." 

Figure 1 of Yewdall is reproduced below: 



Figure 1 of Yewdall is a cross-sectional schematic representation of "a container 

for use as a mould in which a haemostatic sandwich bandage is formed and also one 
form of such a bandage within the mould." Yewdall at paragraph [0044]. Element 2 in 
the diagram is an outline of the body of the container. Id. Elements 4, 6, 8, and 10 
comprise the bandage within the container. Id. Element 4 is an absorbable bandage 
material. Id. Elements 6, 8, and 10 are fibrinogen, thrombin, and fibrinogen layers, 
respectively. Id. Figure 1 of Yewdall depicts the fibrinogen layers as adjacent to and 
coextensive with the thrombin layer. Yewdall indicates that the top fibrinogen layer {i.e., 
element 10) is the side (surface) of the bandage that contacts the wound; there is nothing 
in Figure 1 or the Yewdall specification that teaches or suggests that the top fibrinogen 
layer extends beyond the surface area of the thrombin layer that it contacts. See id. In 
other words, nothing in Yewdall teaches or suggests a thrombin layer that is not 
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coextensive with the first fibrinogen layer and/or the second fibrinogen layer. Yewdall 

does not teach a bandage arrangement "wherein at least the top fibrinogen layer extends 

over the sides of the sandwich," or in which the thrombin layer is not coextensive with 

the first fibrinogen layer and/or the second fibrinogen layer. Applicants respectfully 

assert that Yewdall likewise does not teach the claimed hemostatic dressing or a method 

of preparing such a hemostatic dressing. As such, Yewdall does not remedy the 

deficiencies of the WO reference. 

In response to the Apphcants' prior comments regarding Figure 1 of Yewdall, the 
Examiner alleges that "disclosed examples and preferred embodiments do not constitute 
a teaching away from a broader disclosure or nonpreferred embodiments." Office Action 
at page 10. Applicants have reproduced Figure 1 merely as a means to illustrate their 
arguments regarding the disclosure of Yewdall as a whole, and maintain that the Yewdall 
specification (including Figure 1) does not teach or suggest that the top fibrinogen layer 
extends beyond the surface area of the thrombin layer that it contacts. As such, nothing 
in Yewdall (including Figure 1) teaches or suggests a thrombin layer that is not 
coextensive with the first fibrinogen layer and/or the second fibrinogen layer. Also, 
because the Apphcants' arguments are directed to the lack of any teaching or suggestion 
in Figure 1, or in Yewdall as a whole, of a thrombin layer that is not coextensive with the 
first fibrinogen layer and/or the second fibrinogen layer, these arguments are not 
necessarily a "teaching away" from a broader disclosure or nonpreferred embodiments. 

Accordingly, for at least these reasons, claims 1-7, 11-16 and 19-24 would not 
have been obvious in view of the WO reference, Yewdall, the '715 patent and the '655 
patent because the cited references do not disclose the present invention, either alone or 
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in combination, or provide a rationale, either alone or in combination, to modify their 
teachings to arrive at the present invention. 



Secondary considerations of non-obviousness include unexpected results. 
Graham v. John Deere Co., 383 U.S. 1, 17, 86 S.Ct. 684, 694, 148 U.S.P.Q. 459, 467 
(1966). The Federal Circuit has recently reaffirmed that the USPTO must in all cases 
consider any evidence tending to support secondary considerations of non-obviousness. 
In re John B. Sullivan and Findlay E. Russell, 498 F.3d 1345 (Fed. Cir. 2007). 

The present invention offers an unexpected advantage over other hemostatic 
sandwich dressings (e.g., the WO reference). Specifically, hemostatic sandwich 
dressings containing thrombin layers that are coextensive with fibrinogen layers can 
become delaminated, whereby the edges of the layers of the dressing no longer adhere to 
each other. See, e.g., page 2, lines 11-16 of the specification. Such delamination can 
result in reduced interaction of the dressing component layer, with decreased 
effectiveness of the dressing in preventing hemorrhage. See, e.g., page 2, lines 16-18 
and page 6, lines 10-16 of the specification. Therefore, the present invention provides 
improved dressings comprising a thrombin layer that is not coextensive with the first 
and/or the second fibrinogen layer. Such dressings are less likely to become delaminated 
at their edges, rendering the dressings more durable and easier to handle. See id. In 
addition, such dressings are more amenable to large-scale manufacturing and provide for 
better control of the amount of thrombin dispensed in the dressing. See id. The 
improved and unexpected properties of the presently claimed dressings are not taught or 
suggested by the cited references 
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Therefore, even if a prima facie case of obviousness were established, which it 

has not, Applicants respectfully contend that these unexpected results would be sufficient 

to overcome such a rejection. 

B. Claims 8-10, 17 and 18 over the WO reference, in view of Yewdall, 
the '715 patent, the '655 patent and the '425 patent 

The rejection of claims 8-10, 17 and 18 under 35 U.S.C. § 103(a) as allegedly 
being unpatentable over the WO reference, in view of Yewdall, the 715 patent, and the 
'655 patent, and further in view of U.S. Patent No. 6,117,425 ("the '425 patent") is 
respectfully traversed. 

The deficiencies in the WO reference, Yewdall, the '715 patent, and the '655 
patent are discussed above. The Examiner states that the '425 patent teaches "tissue 
sealant production where the ready to use bandage has a backing layer and dry powder 
materials comprising effective amount of thrombin and fibrinogen and the outer adhesive 
material is attached to the skin such that it directly forms a fibrin clot over the wound." 
Office Action at page 9 (internal citations omitted). However, the '425 patent does not 
cure the deficiencies of the cited art because it does not teach a hemostatic dressing that 
has a thrombin layer that is not coextensive with the first fibrinogen layer and/or the 
second fibrinogen layer, as required by claims 8-10, 17 and 18. 

Also, Applicants respectfully disagree with the Examiner's statement that it 
would have been obvious to "employ thrombin as a dry powdered material, which 
appears as spots, dots or other patterns of choice . . . ." Id. The Examiner does not point 
to any disclosure in any of the cited references to support such a proposition. 

Accordingly, claims 8-10, 17 and 18 would not have been obvious in view of the 
WO reference, Yewdall, the '715 patent, the '655 patent, and the '425 patent because the 
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cited references do not disclose the present invention, either alone or in combination, or 

provide a rationale, either alone or in combination, to modify their teachings to arrive at 

the present invention. 

hi addition, even if a prima facie case of obviousness were estabUshed, which it 

has not, AppUcants respectfully contend that the unexpected results discussed above 

would be sufficient to overcome such a rejection. 

//. Double Patenting Rejection 

Claims 1-3, 11-16, 19 and 22 have been rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1-9 of 
the '336 patent in view of Yewdall, the 715 patent, or the '655 patent. See Office Action 
at pages 2-5. AppUcants respectfully traverse this rejection and assert that the subject 
matter of claims 1-9 of the '336 patent in view of Yewdall, the '715 patent, and the '655 
patent neither anticipates nor renders obvious the presently claimed invention. 

As noted in M.P.E.P. § 804(111), "a double patenting rejection must rely on a 
comparison with the claims in an issued or to be issued patent, whereas an anticipation or 
obviousness rejection based on the same patent under 35 U.S.C. 102(e)/ 103(a) rehes on 
a comparison with what is disclosed (whether or not claimed) in the same issued or to be 
issued patent" (emphasis added; formatting removed). Furthermore, inventions based on 
the identification or selection of a specific material or compound with particularly 
desirable properties within a previously claimed genus of such materials or compounds 
are patentably distinct from the prior claimed subject matter. See, e.g.. In re Kaplan, 789 
F.2d 1574, 1578, 1580 (Fed. Cir. 1986) (prior generic patent claim did not invalidate 
claim to later selected species for double patenting); see also In re Ruschig, 343 F.2d 
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965, 974-75 (C.C.P.A. 1965) (prior generic disclosure did not anticipate later selected 

species under 35 U.S.C. § 102); CFMT, Inc. v. Yieldup Int'l Corp., 349 F.3d 1333, 1340 

(Fed. Cir. 2003) ("Improvement and selection inventions are ubiquitous in patent law . . 

."); In re Baird, 16 F.3d 380, 383 (Fed. Cir. 1994) (prior generic disclosure did not 

render later selected species obvious under 35 U.S.C. § 103). 

The Examiner acknowledges that the '336 patent claims do not disclose that the 
thrombin layer is not coextensive with the first fibrinogen layer and/or the second 
fibrinogen layer. See Office Action at page 2. To remedy these deficiencies of the '336 
patent, the Examiner cites Yewdall, the '715 patent, and the '655 patent. See Office 
Action at pages 2 and 3. For at least the reasons discussed above, Yewdall, the '715 
patent, and the '655 patent do not remedy the deficiencies in the disclosure of the '336 
patent because they do not teach or suggest, alone or in combination, a thrombin layer is 
not coextensive with the first fibrinogen layer and/or the second fibrinogen layer. 

Accordingly, because claims 1-9 of the '336 patent in view of Yewdall, the '715 
patent, and the '655 patent do not teach or suggest every element set forth in claims 1-3, 
19 and 22 of the present application, claims 1-9 of the '336 patent do not anticipate or 
render obvious claims 1-3, 19 and 22 of the present application, and the double patenting 
rejection is therefore improper. 

Claims 11-16 depend from independent claims 1, 2, and/or 3 and thus contain all 
the limitations of the claim(s) from which they depend. As such, these dependent claims 
are patentable for at least the reasons set forth above for claims 1-3. 
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Conclusion 

All of the stated grounds of rejection have been properly traversed. Applicants 
therefore respectfully request that the Examiner reconsider all presently outstanding 
rejections and that they be withdrawn. Applicants beUeve that a full and complete reply 
has been made to the outstanding Office Action and, as such, the present application is in 
condition for allowance. If the Examiner believes, for any reason, that personal 
communication will expedite prosecution of this application, the Examiner is invited to 
telephone the undersigned at the number provided. 

Prompt and favorable consideration of this Amendment and Reply is respectfully 



requested. 



Respectfully submitted, 



Sterne, KessLer, Goldstein & Fox p.l.l.c. 



Date: Hc^cM %&I0 



Lori M. Brandes 
Attorney for Applicants 
Registi-ation No. 57,772 
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